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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 6 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

3. Claim 8 recites opening and preventing a housing. It is unclear as to how the 
housing opens. The claim does not recite what any structural limitations that enable the 
housing to open. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-3 and 7-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schraga 6228100. 

6. As to claims 1-3, Schraga teaches a device for sampling a body fluid, the device 
comprising a housing and a lancet cartridge (fig. 4), a drive mechanism (fig. 2), the drive 
mechanism comprising a contact face 26; wherein the contact face of the drive 
mechanism comprises an angled female recess 26, and the lancet cartridge has at least 
one complementary angled male profile 76; wherein the housing comprises a resilient 
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portion having a protuberance thereon for engaging at least one recess in the lancet 
cartridge (fig. 5). 

7. As to claims 7-9, Schraga teaches a device for sampling a body fluid, the device 
comprising a housing and a plurality of lancets, the plurality of lancets 70 being 
interconnected by a flexible web (fig. 4); and a plurality of alignment tabs 76, each 
alignment tab associated with a respective one of the plurality of lancets 70, wherein the 
housing comprises a channel 26 in which the alignment tabs are received (fig. 4); and 
wherein the plurality of lancets are arranged in a generally circular array, and wherein 
the channel comprises a ring-shaped channel portion (as seen in fig. 2, the cartridge 
has a channel portion that 60 goes through) and an extension channel portion 52 
extending radially from the ring-shaped channel portion. 

8. As to claims 10 and 1 1 , Schraga teaches a device for sampling a body fluid, the 
device comprising: a housing (fig. 4) having an arm with a wedge-shaped profile (fig. 
6); at least one lancet 70, each lancet having a body portion 75, a sharp tip 74, and an 
endcap 72; an advancing mechanism (fig. 5) for advancing the at least one lancet into 
contact with the arm of the housing to drive the wedge-shaped profile between the body 
portion of the lancet and the endcap, and thereby separate from the body portion of the 
lancet (col. 4, lines 1-13); and wherein the arm further comprises a ramp (fig. 6). 

9. As to claims 12-19, Schraga teaches a lancet cassette for removable installation 
within a sampling device, the lancet cassette comprising a plurality of lancet and a 
flexible web interconnection the plurality of lancets (fig. 4); wherein the plurality of 
lancets are arranged in a circular array with sharp lancet tips thereof oriented radially 
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outwardly (fig. 4); a plurality of alignment tabs 76, each alignment tab attached to an 
inner end of a respective one of the plurality of lancets (fig. 4); wherein the plurality of 
lancets are positioned on an annular carrier disk having a central opening (as seen in 
fig. 2, the cartridge has a channel portion that 60 goes through); further comprising at 
least one hook 72 (hooks 92) for engagement with anti-tamper shelf portion(92 
functions a shelf and one can tell if the lancet has been tampered with because the 
hook will be removed); wherein each lancet comprises a removable protective endcap 
72, and wherein the lancet further comprises a well 92 for receiving and retaining the 
endcap out of a path of travel; a lower face having surface features for engaging an 
advancing mechanism (fig. 5); and further comprising an outer circumferential rim 
having a plurality of detents 76.. 

1 0. As to claim 20, Schraga teaches a device for sampling a body fluid, the device 
comprising: an outer housing having first and second portion hingedly connected (fig. 
4), an opening 54, and an arm having a wedge-shaped profiled (fig. 6); a lancet 
cassette, the lancet cassette comprising a plurality of lancets arranged in a circular 
array (fig. 4), and a flexible web interconnectiong the plurality of lancets (fig. 4), each 
lancet comprising a lancet body 75, a sharp tip 74, and a protective endcap 72, a drive 
mechanism (fig. 2); and an advancing mechanism (fig. 5) for advancing the at least one 
lancet into contact with the arm of the housing to drive the wedge-shaped profile 
between the body portion of the lancet and the endcap, and thereby separate from the 
body portion of the lancet (col. 4, lines 1-13); and wherein the arm further comprises a 
ramp (fig. 6). 
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1 1 . Claims 1,7, 12, and 1 3 are rejected under 35 U.S.C. 1 02(b) as being anticipated 
by Munsch et al. 4794926. 

12. As to claim 1, Munsch et al. teaches a device for sampling a body fluid, the 
device comprising a housing (1 1 + 25) and a lancet cartridge (fig. 3); a drive mechanism 
(fig. 10), the drive mechanism comprising a contact face (tip of 42). 

13. As to claim 7, Munsch et al. teaches a device for sampling a body fluid, the 
device comprising a housing (1 1 + 25) and a plurality of lancets (fig. 3), the plurality of 
lancets being interconnected by a flexible web (fig. 3). 

14. As to claims 12 and 13, Munsch et al. teaches a lancet cassette for removable 
installation within a sampling device, the lancet cassette comprising a plurality of lancet 
and a flexible web interconnection the plurality of lancets (fig. 3); wherein the plurality of 
lancets are arranged in a circular array with sharp lancet tips thereof oriented radially 
outwardly (fig. 3). 

15. Claims 4 and 5 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Brown et al. 4990154. 

16. Brown et al. teaches a device for sampling a body fluid, the device comprising a 
housing 14 having an opening 38, a lancet 54, a drive mechanism 20, a lancing path, a 
dampening fin 22, and a pair of flanges 42 having inwardly inclined faces. 

Claim Rejections - 35 USC § 103 

1 7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

18. Claims 21 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Schraga in view of Brown et al. 4990154. 

1 9. Schraga teaches the sampling device of claim 20. It should be noted that 
Schraga fails to teach a dampening fin adjacent an opening. 

20. Brown et al. teaches a device with a common fin 22 to spring back the lancet. 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to include the fin 22 of Brown et al. in the device of Schraga to 
to pust the lancet back after activation and cause less pain for the person being lanced 
(col. 6, lines 54-57) 

21 . Schraga/Brown teaches the sampling device of claim 20, further comprising a 
guide channel defined between a pair of flanges 42 positioned on opposite sides of the 
opening (see figs 2, 3, & 5). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL G. MENDOZA whose telephone number is 
(571 )272-4698. The examiner can normally be reached on Mon.-Fri. 9:00 a.m. - 5:00 
p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/M. G. M./ 

Examiner, Art Unit 3734 



/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



